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party designated by the OPO of individ-
uals whose death is imminent or who
have died in the hospital. The OPO de-
termines medical suitability for organ
donation and, in the absence of alter-
native arrangements by the hospital,
the OPO determines medical suit-
ability for tissue and eye donation,
using the definition of potential tissue
and eye donor and the notification pro-
tocol developed in consultation with
the tissue and eye banks identified by
the hospital for this purpose;

(2) Incorporate an agreement with at
least one tissue bank and at least one
eye bank to cooperate in the retrieval,
processing, preservation, storage and
distribution of tissues and eyes, as may
be appropriate to assure that all usable
tissues and eyes are obtained from po-
tential donors, insofar as such an
agreement does not interfere with
organ procurement;

(3) Ensure, in collaboration with the
designated OPO, that the family of
each potential donor is informed of its
options to donate organs, tissues, or
eyes or to decline to donate. The indi-
vidual designated by the hospital to
initiate the request to the family must
be an organ procurement representa-
tive or a designated requestor. A des-
ignated requestor is an individual who
has completed a course offered or ap-
proved by the OPO and designed in con-
junction with the tissue and eye bank
community in the methodology for ap-
proaching potential donor families and
requesting organ or tissue donation;

(4) Encourage discretion and sensi-
tivity with respect to the cir-
cumstances, views, and beliefs of the
families of potential donors;

(5) Ensure that the hospital works
cooperatively with the designated OPO,
tissue bank and eye bank in educating
staff on donation issues, reviewing
death records to improve identification
of potential donors, and maintaining
potential donors while necessary test-
ing and placement of potential donated
organs, tissues, and eyes take place.

(b) Standard: Organ transplantation re-
sponsibilities. (1) A hospital in which
organ transplants are performed must
be a member of the Organ Procurement
and Transplantation Network (OPTN)
established and operated in accordance
with section 372 of the Public Health
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Service (PHS) Act (42 U.S.C. 274) and
abide by its rules. The term ‘‘rules of
the OPTN”’ means those rules provided
for in regulations issued by the Sec-
retary in accordance with section 372 of
the PHS Act which are enforceable
under 42 CFR 121.10. No hospital is con-
sidered to be out of compliance with
section 1138(a)(1)(B) of the Act, or with
the requirements of this paragraph, un-
less the Secretary has given the OPTN
formal notice that he or she approves
the decision to exclude the hospital
from the OPTN and has notified the
hospital in writing.

(2) For purposes of these standards,
the term ‘‘organ’ means a human kid-
ney, liver, heart, lung, or pancreas.

(3) If a hospital performs any type of
transplants, it must provide organ-
transplant-related data, as requested
by the OPTN, the Scientific Registry,
and the OPOs. The hospital must also
provide such data directly to the De-
partment when requested by the Sec-
retary.

[63 FR 33875, June 22, 1998]

Subpart D—Optional Hospital
Services

§482.51 Condition
Surgical services.

of participation:

If the hospital provides surgical serv-
ices, the services must be well orga-
nized and provided in accordance with
acceptable standards of practice. If
outpatient surgical services are offered
the services must be consistent in qual-
ity with inpatient care in accordance
with the complexity of services offered.

(a) Standard: Organication and staff-
ing. The organization of the surgical
services must be appropriate to the
scope of the services offered.

(1) The operating rooms must be su-
pervised by an experienced registered
nurse or a doctor of medicine or oste-
opathy.

(2) Licensed practical nurses (LPNs)
and surgical technologists (operating
room technicians) may serve as ‘‘scrub
nurses’’ under the supervision of a reg-
istered nurse.

(3) Qualified registered nurses may
perform circulating duties in the oper-
ating room. In accordance with appli-
cable State laws and approved medical
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staff policies and procedures, LPNs and
surgical technologists may assist in
circulatory duties under the
surpervision of a qualified registered
nurse who is immediately available to
respond to emergencies.

(4) Surgical privileges must be delin-
eated for all practitioners performing
surgery in accordance with the com-
petencies of each practitioner. The sur-
gical service must maintain a roster of
practitioners specifying the surgical
privileges of each practitioner.

(b) Standard: Delivery of service. Sur-
gical services must be consistent with
needs and resources. Policies governing
surgical care must be designed to as-
sure the achievement and maintenance
of high standards of medical practice
and patient care.

(1) Prior to surgery or a procedure re-
quiring anesthesia services and except
in the case of emergencies:

(i) A medical history and physical ex-
amination must be completed and doc-
umented no more than 30 days before
or 24 hours after admission or registra-
tion.

(ii) An updated examination of the
patient, including any changes in the
patient’s condition, must be completed
and documented within 24 hours after
admission or registration when the
medical history and physical examina-
tion are completed within 30 days be-
fore admission or registration.

(2) A properly executed informed con-
sent form for the operation must be in
the patient’s chart before surgery, ex-
cept in emergencies.

(3) The following equipment must be
available to the operating room suites:
call-in-system, cardiac monitor, resus-
citator, defibrillator, aspirator, and
tracheotomy set.

(4) There must be adequate provi-
sions for immediate post-operative
care.

(5) The operating room register must
be complete and up-to-date.

(6) An operative report describing
techniques, findings, and tissues re-
moved or altered must be written or
dictated immediately following sur-
gery and signed by the surgeon.

[61 FR 22042, June 17, 1986, as amended at 72
FR 66933, Nov. 27, 2007]

EFFECTIVE DATE NOTE: At 84 FR 51821,
Sept. 30, 2019, §482.561 was amended by revis-
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ing paragraphs (b)(1)(i) and (ii) and adding
paragraph (b)(1)(iii), effective Nov. 29, 2019.
For the convenience of the user, the added
and revised text is set forth as follows:

§482.51 Condition of participation: Surgical
services.

*

(b) * Kk %

(1) * % %

(i) A medical history and physical exam-
ination must be completed and documented
no more than 30 days before or 24 hours after
admission or registration, and except as pro-
vided under paragraph (b)(1)(iii) of this sec-
tion.

(ii) An updated examination of the patient,
including any changes in the patient’s condi-
tion, must be completed and documented
within 24 hours after admission or registra-
tion when the medical history and physical
examination are completed within 30 days
before admission or registration, and except
as provided under paragraph (b)(1)(iii) of this
section.

(iii) An assessment of the patient must be
completed and documented after registration
(in lieu of the requirements of paragraphs
(b)(1)(i) and (ii) of this section) when the pa-
tient is receiving specific outpatient surgical
or procedural services and when the medical
staff has chosen to develop and maintain a
policy that identifies, in accordance with the
requirements at §482.22(c)(5)(v), specific pa-
tients as not requiring a comprehensive med-
ical history and physical examination, or
any update to it, prior to specific outpatient
surgical or procedural services.

* * *

* *

§482.52 Condition of participation: An-
esthesia services.

If the hospital furnishes anesthesia
services, they must be provided in a
well-organized manner under the direc-
tion of a qualified doctor of medicine
or osteopathy. The service is respon-
sible for all anesthesia administered in
the hospital.

(a) Standard: Organization and staff-
ing. The organization of anesthesia
services must be appropriate to the
scope of the services offered. Anes-
thesia must be administered only by—

(1) A qualified anesthesiologist;

(2) A doctor of medicine or osteop-
athy (other than an anesthesiologist);

(3) A dentist, oral surgeon, or podia-
trist who is qualified to administer an-
esthesia under State law;
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(4) A certified registered nurse anes-
thetist (CRNA), as defined in §410.69(b)
of this chapter, who, unless exempted
in accordance with paragraph (c)of this
section, is under the supervision of the
operating practitioner or of an anes-
thesiologist who is immediately avail-
able if needed; or

(5) An anesthesiologist’s assistant, as
defined in §410.69(b) of this chapter,
who is under the supervision of an an-
esthesiologist who is immediately
available if needed.

(b) Standard: Delivery of services. An-
esthesia services must be consistent
with needs and resources. Policies on
anesthesia procedures must include the
delineation of preanesthesia and post
anesthesia responsibilities. The poli-
cies must ensure that the following are
provided for each patient:

(1) A preanesthesia evaluation com-
pleted and documented by an indi-
vidual qualified to administer anes-
thesia, as specified in paragraph (a) of
this section, performed within 48 hours
prior to surgery or a procedure requir-
ing anesthesia services.

(2) An intraoperative
record.

(3) A postanesthesia evaluation com-
pleted and documented by an indi-
vidual qualified to administer anes-
thesia, as specified in paragraph (a) of
this section, no later than 48 hours
after surgery or a procedure requiring
anesthesia services. The postanesthesia
evaluation for anesthesia recovery
must be completed in accordance with
State law and with hospital policies
and procedures that have been ap-
proved by the medical staff and that
reflect current standards of anesthesia
care.

(c) Standard: State exemption. (1) A
hospital may be exempted from the re-
quirement for physician supervision of
CRNAs as described in paragraph (a)(4)
of this section, if the State in which
the hospital is located submits a letter
to CMS signed by the Governor, fol-
lowing consultation with the State’s
Boards of Medicine and Nursing, re-
questing exemption from physician su-
pervision of CRNAs. The letter from
the Governor must attest that he or
she has consulted with State Boards of
Medicine and Nursing about issues re-
lated to access to and the quality of

anesthesia
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anesthesia services in the State and
has concluded that it is in the best in-
terests of the State’s citizens to opt-
out of the current physician super-
vision requirement, and that the opt-
out is consistent with State law.

(2) The request for exemption and
recognition of State laws, and the
withdrawal of the request may be sub-
mitted at any time, and are effective
upon submission.

[61 FR 22042, June 17, 1986, as amended at 57
FR 33900, July 31, 1992; 66 FR 56769, Nov. 13,
2001; 71 FR 68694, Nov. 27, 2006; 72 FR 66934,
Nov. 27, 2007]

§482.53 Condition of participation:
Nuclear medicine services.

If the hospital provides nuclear medi-
cine services, those services must meet
the needs of the patients in accordance
with acceptable standards of practice.

(a) Standard: Organization and staff-
ing. The organization of the nuclear
medicine service must be appropriate
to the scope and complexity of the
services offered.

(1) There must be a director who is a
doctor of medicine or osteopathy quali-
fied in nuclear medicine.

(2) The qualifications, training, func-
tions, and responsibilities of nuclear
medicine personnel must be specified
by the service director and approved by
the medical staff.

(b) Standard: Delivery of service. Ra-
dioactive materials must be prepared,
labeled, used, transported, stored, and
disposed of in accordance with accept-
able standards of practice.

(1) In-house preparation of radio-
pharmaceuticals is by, or under the su-
pervision of, an appropriately trained
registered pharmacist or a doctor of
medicine or osteopathy.

(2) There is proper storage and dis-
posal of radioactive material.

(3) If laboratory tests are performed
in the nuclear medicine service, the
service must meet the applicable re-
quirement for laboratory services spec-
ified in §482.27.

(c) Standard: Facilities. Equipment
and supplies must be appropriate for
the types of nuclear medicine services
offered and must be maintained for safe
and efficient performance. The equip-
ment must be—
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(1) Maintained in safe operating con-
dition; and

(2) Inspected, tested, and calibrated
at least annually by qualified per-
sonnel.

(d) Standard: Records. The hospital
must maintain signed and dated re-
ports of nuclear medicine interpreta-
tions, consultations, and procedures.

(1) The hospital must maintain cop-
ies of nuclear medicine reports for at
least b years.

(2) The practitioner approved by the
medical staff to interpret diagnostic
procedures must sign and date the in-
terpretation of these tests.

(3) The hospital must maintain
records of the receipt and disposition of
radiopharmaceuticals.

(4) Nuclear medicine services must be
ordered only by practitioner whose
scope of Federal or State licensure and
whose defined staff privileges allow
such referrals.

[61 FR 22042, June 17, 1986, as amended at 57
FR 7136, Feb. 28, 1992; 79 FR 27154, May 12,
2014]

§482.54 Condition of participation:
Outpatient services.

If the hospital provides outpatient
services, the services must meet the
needs of the patients in accordance
with acceptable standards of practice.

(a) Standard: Organization. Outpatient
services must be appropriately orga-
nized and integrated with inpatient
services.

(b) Standard: Personnel. The hospital
must—

(1) Assign one or more individuals to
be responsible for outpatient services.

(2) Have appropriate professional and
nonprofessional personnel available at
each location where outpatient serv-
ices are offered, based on the scope and
complexity of outpatient services.

(c) Standard: Orders for outpatient
services. Outpatient services must be
ordered by a practitioner who meets
the following conditions:

(1) Is responsible for the care of the
patient.

(2) Is licensed in the State where he
or she provides care to the patient.

(3) Is acting within his or her scope of
practice under State law.

(4) Is authorized in accordance with
State law and policies adopted by the
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medical staff, and approved by the gov-
erning body, to order the applicable
outpatient services. This applies to the
following:

(i) All practitioners who are ap-
pointed to the hospital’s medical staff
and who have been granted privileges
to order the applicable outpatient serv-
ices.

(ii) All practitioners not appointed to
the medical staff, but who satisfy the
above criteria for authorization by the
medical staff and the hospital for or-
dering the applicable outpatient serv-
ices for their patients.

[61 FR 22042, June 17, 1986, as amended at 77
FR 29075, May 16, 2012; 79 FR 27154, May 12,
2014]

§482.55 Condition of participation:
Emergency services.

The hospital must meet the emer-
gency needs of patients in accordance
with acceptable standards of practice.

(a) Standard: Organization and direc-
tion. If emergency services are provided
at the hospital—

(1) The services must be organized
under the direction of a qualified mem-
ber of the medical staff;

(2) The services must be integrated
with other departments of the hospital;

(3) The policies and procedures gov-
erning medical care provided in the
emergency service or department are
established by and are a continuing re-
sponsibility of the medical staff.

(b) Standard: Personnel. (1) The emer-
gency services must be supervised by a
qualified member of the medical staff.

(2) There must be adequate medical
and nursing personnel qualified in
emergency care to meet the written
emergency procedures and needs an-
ticipated by the facility.

§482.56 Condition of participation: Re-
habilitation services.

If the hospital provides rehabilita-
tion, physical therapy, occupational
therapy, audiology, or speech pathol-
ogy services, the services must be orga-
nized and staffed to ensure the health
and safety of patients.

(a) Standard: Organication and staff-
ing. The organization of the service
must be appropriate to the scope of the
services offered.
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(1) The director of the services must
have the necessary knowledge, experi-
ence, and capabilities to properly su-
pervise and administer the services.

(2) Physical therapy, occupational
therapy, speech-language pathology or
audiology services, if provided, must be
provided by qualified physical thera-
pists, physical therapist assistants, oc-
cupational therapists, occupational
therapy assistants, speech-language pa-
thologists, or audiologists as defined in
part 484 of this chapter.

(b) Standard: Delivery of services. Serv-
ices must only be provided under the
orders of a qualified and licensed prac-
titioner who is responsible for the care
of the patient, acting within his or her
scope of practice under State law, and
who is authorized by the hospital’s
medical staff to order the services in
accordance with hospital policies and
procedures and State laws.

(1) All rehabilitation services orders
must be documented in the patient’s
medical record in accordance with the
requirements at §482.24.

(2) The provision of care and the per-
sonnel qualifications must be in ac-
cordance with national acceptable
standards of practice and must also
meet the requirements of §409.17 of this
chapter.

[61 FR 22042, June 17, 1986, as amended at 72
FR 66406, Nov. 27, 2007; 75 FR 50418, Aug. 16,
2010]

§482.57 Condition of participation:
Respiratory care services.

The hospital must meet the needs of
the patients in accordance with accept-
able standards of practice. The fol-
lowing requirements apply if the hos-
pital provides respiratory care service.

(a) Standard: Organization and Staff-
ing. The organization of the respiratory
care services must be appropriate to
the scope and complexity of the serv-
ices offered.

(1) There must be a director of res-
piratory care services who is a doctor
of medicine or osteopathy with the
knowledge experience, and capabilities
to supervise and administer the service
properly. The director may serve on ei-
ther a full-time or part-time basis.

(2) There must be adequate numbers
of respiratory therapists, respiratory
therapy technicians, and other per-
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sonnel who meet the qualifications
specified by the medical staff, con-
sistent with State law.

(b) Standard: Delivery of Services.
Services must be delivered in accord-
ance with medical staff directives.

(1) Personnel qualified to perform
specific procedures and the amount of
supervision required for personnel to
carry out specific procedures must be
designated in writing.

(2) If blood gases or other laboratory
tests are performed in the respiratory
care unit, the unit must meet the ap-
plicable requirements for laboratory
services specified in §482.27.

(3) Services must only be provided
under the orders of a qualified and 1i-
censed practitioner who is responsible
for the care of the patient, acting with-
in his or her scope of practice under
State law, and who is authorized by the
hospital’s medical staff to order the
services in accordance with hospital
policies and procedures and State laws.

(4) All respiratory care services or-
ders must be documented in the pa-
tient’s medical record in accordance
with the requirements at §482.24.

[61 FR 22042, June 17, 1986; 51 FR 27848, Aug.
4, 1986, as amended at 57 FR 7136, Feb. 28,
1992; 75 FR 50418, Aug. 16, 2010]

§482.58 Special requirements for hos-
pital providers of long-term care
services (“swing-beds”).

A hospital that has a Medicare pro-
vider agreement must meet the fol-
lowing requirements in order to be
granted an approval from CMS to pro-
vide post-hospital extended care serv-
ices, as specified in §409.30 of this chap-
ter, and be reimbursed as a swing-bed
hospital, as specified in §413.114 of this
chapter:

(a) Eligibility. A hospital must meet
the following eligibility requirements:

(1) The facility has fewer than 100
hospital beds, excluding beds for
newborns and beds in intensive care
type inpatient units (for eligibility of
hospitals with distinct parts electing
the optional reimbursement method,
see §413.24(d)(b) of this chapter).

(2) The hospital is located in a rural
area. This includes all areas not delin-
eated as ‘‘urbanized’ areas by the Cen-
sus Bureau, based on the most recent
census.
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(3) The hospital does not have in ef-
fect a 24-hour nursing waiver granted
under §488.54(c) of this chapter.

(4) The hospital has not had a swing-
bed approval terminated within the
two years previous to application.

(b) Skilled nursing facility services. The
facility is substantially in compliance
with the following skilled nursing fa-
cility requirements contained in sub-
part B of part 483 of this chapter.

(1) Resident rights (§483.10(b)(7),
(©)(D), (e)(2)(iii), (c)(6), (d), (e)(2), (e)(D),
O @D, O@AD, @), G), ()@8),
(2)(17), and (2)(18) introductory text.

(2) Admission, transfer, and discharge
rights (§483.5 definition of transfer and
discharge, §483.15(c)(1), ©)(2)(1),
(€)(2)(i1), (c)(3), (c)(4), (c)(5), and (c)(T)).

(3) Freedom from abuse, neglect, and

exploitation (§483.12(a)(1), (a)(2),
@@)D), (@)B)ID), (a)@), (D), (b)(2),
©).

(4) Patient activities (§483.24(c)).

(6) Social services (§483.40(d) and
483.70(p)).

(6) Discharge planning (§483.20(e)).

(7) Specialized rehabilitative services
(§483.65).

(8) Dental services (§483.55).

[72 FR 60788, Oct. 26, 2007. Redesignated at 79
FR 27155, May 12, 2014, as amended at 81 FR
68847, Oct. 4, 2016; 82 FR 32258, July 13, 2017]

EFFECTIVE DATE NOTE: At 84 FR 51821,
Sept. 30, 2019, §482.568 was amended by revis-
ing paragraph (b)(1); removing paragraph
(b)(4); redesignating paragraphs (b)(5)
through (8) as paragraphs (b)(4) through (7);
and revising newly redesignated paragraphs
(b)(4), (), and (7), effective Nov. 29, 2019. For
the convenience of the user, the revised text
is set forth as follows:

§482.58 Special requirements for hospital
providers of long-term care services
(“swing-beds”).

* *

(b) * % %
(1) Resident rights (§483.10(b)(7), (c)(1),
(©)(2)(iii), (c)(6), (d), (e)(2) and (4), (H)(4)(ii)
and (iii), (h), (g)(8) and (17), and (g)(18) intro-

ductory text of this chapter).
* * *

* *

(4) Social services (§483.40(d) of this chap-
ter).
(5) Discharge summary (§483.20(1)).

* * * *
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(7) Dental services (§483.55(a)(2), (3), (4),
and (5) and (b) of this chapter).

Subpart E—Requirements for
Specialty Hospitals

SOURCE: 72 FR 15273, Mar. 30, 2007, unless
otherwise noted.

§482.60 Special provisions applying to
psychiatric hospitals.

Psychiatric hospital must—

(a) Be primarily engaged in pro-
viding, by or under the supervision of a
doctor of medicine or osteopathy, psy-
chiatric services for the diagnosis and
treatment of mentally ill persons;

(b) Meet the conditions of participa-
tion specified in §§482.1 through 482.23
and §§482.25 through 482.57;

(c) Maintain clinical records on all
patients, including records sufficient to
permit CMS to determine the degree
and intensity of treatment furnished to
Medicare beneficiaries, as specified in
§482.61; and

(d) Meet the staffing requirements
specified in §482.62.

[72 FR 60788, Oct. 26, 2007]

§482.61 Condition of participation:
Special medical record require-
ments for psychiatric hospitals.

The medical records maintained by a
psychiatric hospital must permit deter-
mination of the degree and intensity of
the treatment provided to individuals
who are furnished services in the insti-
tution.

(a) Standard: Development of assess-
ment/diagnostic data. Medical records
must stress the psychiatric compo-
nents of the record, including history
of findings and treatment provided for
the psychiatric condition for which the
patient is hospitalized.

(1) The identification data must in-
clude the patient’s legal status.

(2) A provisional or admitting diag-
nosis must be made on every patient at
the time of admission, and must in-
clude the diagnoses of intercurrent dis-
eases as well as the psychiatric diag-
noses.

(38) The reasons for admission must be
clearly documented as stated by the
patient and/or others significantly in-
volved.
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